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You ‘willrecallthat shortly after t!!e
contactedby phoneby a Dr. MurdockIL
sippi. The purposeof the callwas to
and ointment,preparedby the ~70~

March1 shot,Dr. 13uqnerwas
SnSHing of GulfpOrt,XkGis-
recommendthata tungoil
Company,be administeredto

patientssufferin~fromzadiationburns. Dr. %ell.ingfollolwdUP
his phonecallwith a letterto Dr. BuqherdatedMarch25, 195h,
wherein he statedthe conditionsunderwhichthe oil and ointment
shouldbe applied. Accompan@3g the letterwere threeone-pint
jar~of a preparationlabelled,“~ Espt?ciL1l.yProcessed Tuw Oil.
in a PetroleumJelYyBase~’and three16 ounce jars of a sterih
t~q ofl,both ~he ~’hoveproducts manufactured by the bl:Oh

COIWXV, 11-IC.,of LOW Wwh? ~t~=i=~wi.

(k l!qy12, lxl, a Hr. LsmontRowlandsof HCaYUMY ~’fi~si=iPPi
wrote ChairmanStraussa personalletterwhereinhe ~si’erredtc ‘&e
sub,jecttuxqoil. Hr. Rowlandsstateain part~ %Jheuses thatt~hw
havebeen findirvgforthis oil in connectionwithskin diseases~
suchas athlete’sfoot~skin cancer,ccze.ma,etc.” He alsonal:cs
referencetothe materialsentto Dr. ~U~h~r by Dr. sne~tz~ ~1~
indhated his desire for a rcporton the resultsof this .naterid
in connectionwithburns. Ilr.I?oi~land~ alsoencloseda letter~’rmfi
hr. JohnWatts,Resident of the .hngolinCompany,G copy of :~hich
is attached. Also includedin this letterwas a reprintentitl.:xi,
IIThe :.r~tiple (Js~8 of pro~es se~ ‘m= oil in hdUStX’id s~sertir}!‘J?

Dr. SnellinZ. l’hisarticleappearedin the ZksissirmiDoctorin
~byj 1953y pages39’7’-402inclusive. Enclose-a two-paqe
writeup from a Dr. S. H. DartJ a veterimwia% enumeratingokerva-
tionsmadeby hin whereinhe usedtung oil. Mr.Rowlands1 letter
was forwardedto us by the Chairman’soffice,anda replywas pre-
paredforthe Chai- ~s si~ature and datedJuly22, l~~h,a COPY
of which I enclose.

shortly afterseeingthe letterfron ~fr.~~att~tO ~~. Row~~ds? this
office‘oecaxmconcernedaboutthe referenceto Dr. Spruntof the
Departmentof Pathologyat the Miversity of Tennessee.A photostat
of k. Watts’letterwas forwarded to Dr. Sm?unt undercovera’ .mv
letter of J e 22, in whi.h I asked fo his comen . cr. . s
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Dr. Dunham -2- AugustXL, 195’4

On August 3 Mr. RowlandsagainwroteChairmanStraussa shortF rsonal
note, whereinhe thenreferredto the tungoil. Mr. Rowlanc?salso
encloseda letterfromMr. John‘Wattsb M’. Rowknds. Thisletter
was datedJuly30$ 1954. Intiesecondparagraphof Hr.Watts~ letter
he makesreferenceto the Food and DruqAdministration,and I quote
in part, “asyou know,explodingthe beliefthat Lung oil caused
dermatitis was one of our firstaccomplishments.....we did a pretty
good job of provingto the Food and Drug authoritiesin Washington
that our refined processed, pure Amrican tungoil was non-toxic
externallyas wellas internally.W This referenceto theFDA prompted
me to contactMr. Rankb, who briefedme concerningtheircontactwith
the TungolinCompany.

In January of 1952 the FDJIreceiveda requestfrom the TUIWOliD ~1

~ of ~ng Beach,Mississippi,conoernimgthe possibilityof
market- a derivativeof pure t~g oil. At thattimetherewas son
questionas towhetheror not thismay be a new drugwitiinthe mean-
~~ of theFederalFood,Drug,and CosmeticAct. k Aprilof 19!52
an administratorand a representativeof the nwiical.staffof FDA
talkedwithXr. JohnWatts,TwhovisitedtheirWasMwJmn office. At
this .neetinghe indicatedthat the companywas interestedin marketa
two preparations.One of thesehe referredto as tungolin,whichhe
describedas a heatprocessed tuw oil whichdid not solidify on
exposureto lisht. The other preparationhe referredto as a tungol.in
cream. ~l%iscontained20-25per centof a tungolinoil in a cold cream
base. At thismeetingthe FDA officialsindicated to Mr. Watts that,
in theiropinion, the preparation in question was not a new drug under
the meaning of the ALb, and thatit was not necessaryfor Food and M-w
to pass judgmenton the labelMng. Afterhisretw to MssissiPPi~
Mr. Wattsduringthe saue month,April,19~2,submittedsamplelabels
to the FEA. k I&Y 8, 1952, FDA in a letter to %. Watts confirmed
theirstatercentsduringthe April 7’interviewand reiterated‘&athis
productwas not a new drug. They did indicatek him that therewas
not adequate infer.mtion h the scientificliteratureto estimatethe
valueof tungoil forthe treatmentas % had indicated,namely,for
acne, hum, and otherskindisorders. ‘I’heyalsostatedthat,as a
gener~ r~e, o~ ~tefifis ~ not suitablefor the treatmentd
acne,and theyfelt thathis broadreferenceto otherskindiseases
was not justified.

}?othinqwas heardfrom the companyuntilOctober~ of 19525when Yrs.
John Wattsarrivedat the adr@xLs“ trativeofficeof FDA seekingan
interviewwith one of the officiak She t-d to an administrative
officialand also a physici=. The prb purpse of her visitthis
timewas to discussthe labelsfor heir produots. She tidicateda
fairlylargedemandfor theirtungoil productsin the stateof l“&sis-
sippi. She alsomentioneda thirdproductthat theywere interested
in marketing,namely~a rectalointment. The representativesof FI14

OFFICE k . . . . . . . . . . . . . . . . . . . . . . . . ..- ..---.. --.. --... -..-...— . . . . . . . . . . . . . . . . . . . . . . . . . ------------------------- . . . . . . . . . . . . . . . . . . . . . . . . . . ---------------------

DATE b . . . . . . . . . . . . . . . . . . . . . . . . . . . . _______________________ . . . . . . . . . . . . . . . . . . . . . . . ..- . . . ----------------------- .---- . . ..--. - . . . . . . . . . . . ..!... —-------------

Form AEC-318 (Rev. 9-54) u, s. GOVERNMENT PRINTING OFFICE 16--62761-3



I have discussed bhe tunq oil preparation‘.nthDr. Keith~annon,
lli,rector~IMical Sciences~ivisicm,Haticnal Reseai+l :omcil., and
shall supply him TLfitlhback?roud.infor~tionby letter. The ~on~iti~e
on Cancer~ia.qnosisand ‘fherap~ of thAeNationalResearc!lCbuncil-till
considerthe efficacyof the iun;clinoil preparation at its :~aQ
meeting, sti~eduledL’orso.mezinem ~ctober. I shall hold Lhc za~~ple
mterial h. ‘>hisoffice awaiting luvker disposition.
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